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The OTRR, CBER record
l Science-based regulation of biologic therapeutics at OTRR 

has played a central role in the development and 
availability of safe and effective products of biotechnology 
that are revolutionizing medicine.

l OTRR scientists/physicians work independently of but 
closely with regulated biotechnology.

– Extraordinary number of meetings
– Timely, science based guidance

l OTRR scientists/physicians have provided international 
leadership in the science-based regulation of 
biotechnology products.
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The OTRR, CBER record 
(continued)

l The number of new product approvals is increasing.
l Despite the complexity and novelty of biotechnology 

products, review times and approval times compare 
favorably with those for other types of drugs.

l Biological therapeutics are often available first in the 
U.S.

l There has never been need to recall an OTRR-approved 
biotechnology drug due to safety concerns.
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CBER Biologics License Application Approvals
for Biotechnology Products 1981-2002

Years Therapeutics*   Vaccines IVD Total

1981-85             0                         0                23    23

1986-90             6                         2                35    43

1991-95            13                        0                59     72

1996-00            26                        2                26     54

2000-02            11                        2                  5    18

_______

Total                 56                       6                148        210
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CBER User Fee Review Performance
License Applications and Supplements

% of First Actions Within Goal*
By Cohort Fiscal Years 1997-2001
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CBER PDUFA II Procedural and Processing Goals Performance (as of
December 31, 2002)

1 - of those that have reached the goal date

Goal Completed Pending Total Completed Pending Total

Response 387 283 0 283 104 0 104 73%

Held 364 321 0 321 43 0 43 88%

Minutes 328 282 0 282 46 0 46 86%

Response 312 302 0 302 10 0 10 97%
Held 294 277 0 277 14 3 17 94%

Minutes 251 229 0 229 19 3 22 91%

Response 388 379 0 379 9 0 9 98%

Held 341 330 0 330 10 1 11 97%
Minutes 293 286 0 286 7 0 7 98%

Response 415 401 0 401 12 2 14 97%

Held 374 360 0 360 9 5 14 96%

Minutes 335 317 2 319 6 10 16 95%

Regulatory Meetings Management
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CBER PDUFA II Procedural and Processing Goals Performance – cont.
(as of December 31, 2002)

1 - of those that have reached the goal date

Completed Pending Total Completed Pending Total

FY 1999 60%

FY 2000 70%

FY 2001 1 0 1 0 0 0 100% 80%

FY 2002 4 0 4 0 0 0 100% 90%

Completed Pending Total Completed Pending Total

FY 1999 1 0 1 0 0 0 100% 70%

FY 2000 80%

FY 2001 2 0 2 0 0 0 100% 90%

FY 2002 4 0 4 0 0 0 100% 90%

Completed Pending Total Completed Pending Total

FY 1998 18 0 18 4 0 4 82% 75%

FY 1999 73 0 73 4 0 4 95% 90%

FY 2000 87 0 87 2 0 2 98% 90%

FY 2001 115 0 115 10 0 10 92% 90%

FY 2002 118 0 119 3 0 3 98% 90%
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CBER Review Performance
FY 2002 Cohort of User Fee Applications

 

Application 
Types 

  
Numbers 

  
Percent of Actions 

   
 Submitted 

 
Filed 

 
AP 

 
RTF, UN, 

 or WF 

  
Within 
Goal 

 
Overdue 

 
New Products  
 

  
10 

 
9 

 
0 

 
1 

  
22% 

 
0% 

 
     
Effectiveness 
Supplements 

  
11 

 
11 

 

 
2 

 
0 

  
45% 

 

 
0% 

 
 
Manufacturing 
Supplements 
  

  
748 

 

 
748 

 
378 

 
0 

  
74% 

 
1% 

 

 

AP=Approved, RTF=Refuse To file, UN=Unacceptable For Filing, WF=Withdrawn Before Filing

Data as of 30-Nov-2002
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CBER Organization

Office of Biostatistics and Epidemiology
(OBE)

Susan S. Ellenberg, PhD

Office of Blood Research and Review
(OBRR)

Jay S. Epstein, MD

Office of Communication,
Training & Manufacturers Assistance

(OCTMA)
Mary T. Meyer

Office of Vaccines Research and Review
(OVRR)

Karen Midthun, MD

Office of Management
(OM)

Joseph A. Biviano

Office of Therapeutics Research and Review
(OTRR)

Sharon Risso (Acting)

Office of Compliance and Biologics Quality
(OCBQ)

Steven A. Masiello

Office of Information Technology Management
(OITM)

Michael E. Curtis

Office of Cellular, Tissue and Gene Therapies
(OCTGT)

 Philip Noguchi, MD  (Acting)

Center Director's Office
Director

Jesse Goodman, M.D.



CC BB
EE RR

What Went
Monoclonal antibodies
Cytokines, growth factors, enzymes, 

interferons -- (including recombinant 
versions)

Proteins intended for therapeutic use 
that are extracted from animals or 
microorganisms (except clotting 
factors

Other therapeutic immunotherapies
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What Stayed
Monoclonal antibodies, cytokines, 

growth factors, or other proteins 
when used solely as an ex vivo 
constituent in a manufacturing 
process / when used solely as a reagent 
in the production of a product that is 
under the jurisdiction of CBER

Viral-vectored gene insertions (i.e., 
“gene therapy”)

Products composed of human or animal 
cells or from physical parts of those 
cells
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What Stayed (continued)

Plasma expanders
Allergen patch tests
Allergenics
Antitoxins, antivenins, and venoms
In vitro diagnostics
Vaccines 
Toxoids and toxins intended for 

immunization
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The People
Office FTEs Bodies Total
OD 0 2 2
OM 1 1 2
OCTMA 2 1 3
OBE 6 6 12
OIM 0 2 2
OCBQ 2 16 18
OTRR 161 161
Buy-Back 8 0 8
PDUFA 8 0 8
TOTAL 27 189 216
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The Products
PRODUCT CBER CDER
IND 1748 1162
IDE 163 1
BLA (approved) 1259 59
BLA (pending) 36 9
NDA (approved) 60 3
NDA (pending) 1 0
PMA (approved) 18 0
PMA (pending) 3 0
510k (approved) 671 0
510k (pending) 26 0
ANDA (approved) 8 0
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Timeline
lJune 20

– Letter to Sponsors
– Transfer Web Site

lJune 30
– Transfer of Regulatory Responsibility
– Detail of OTRR and other personnel to CDER

lOctober 1
– Transfer of personnel
– Reprogramming of resources
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Notification Letter 
lTo all Sponsors
lWarns that Regulatory Responsibility Will Shift for 

Certain products
lIdentifies Product Categories
lDirects Sponsors to Lists of Specific Files on CBER 

Web Site
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Notification Letter (cont.)

lIn most cases, the Regulatory Project Manager and 
assigned reviewers will not change since many of 
these staff will be reassigned to CDER 

lDirects Sponsors to Continue Addressing 
submissions for Transferred Products to the CBER 
Document Control Center until further notice

lAddress Questions to CBER’s Office of 
Communication, Training and Manufacturers 
Assistance 
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Web Site

lhttp://www.fda.gov/cber/transfer/transfer.htm
lLinks

– Notification Letter
– List of Approved Products Transferring to CDER
– Lists of Products Transferring and Remaining,  Organized 

by File Type and Tracking Number 
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We’re Here to Help You!
WWW.FDA.GOV/CBER

lEmail CBER:
– Manufacturers: 

matt@cber.fda.gov
– Consumers, health care 

professionals: 
octma@cber.fda.gov

lPhone:
– 800-835-4709
– 301-827-1800


